
United S i aies Pa ien i' and Trademark Oeeice 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. 



CONFIRMATION NO. 



513 7590 10/08/2009 

WENDEROTH, LIND & PONACK, L.L.P. 
1030 15th Street, N.W., 
Suite 400 East 

Washington, DC 20005-1503 



HAVLIN, ROBERT H 



PAPER NUMBER 



MAIL DATE 



DELIVERY MODE 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 





Application No. 

10/593,460 


Applicant(s) 

HEROLD ETAL 


Examiner 
ROBERT HAVLIN 


Art Unit 

1626 





-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 08 June 2009 . 
2a)0 This action is FINAL. 2b)E This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-10 is/are pending in the application. 

4a) Of the above claim(s) 8-10 is/are withdrawn from consideration. 
50 Claim(s) is/are allowed. 

6) ^ Claim(s) j/^Z is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)0 objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)|EI None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Status of the claims: Claims 1-10 are currently pending. 

Priority: This application is a 371 of PCT/EP05/51244 (03/17/2005) and claims foreign 
priority to SWITZERLAND 00469/04 (03/19/2004). The certified priority documents are 
not of record. 

IDS: The IDS dated 9/19/06 was considered. 

Election/Restrictions 
1 . Applicant's election of Group I (claims 1-7) in the reply filed on 6/8/09 is 
acknowledged. 

Applicant also elected the following species (reading on claims 1-7): 




Presumably attached to formula (II) to replace the 5-bromo position; 



NHR5 = 




As detailed in the following rejections, the generic claim encompassing the 
elected species was not found patentable. Therefore, the provisional election of 
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species is given effect, the examination is restricted to the elected species only, and 
claims not reading on the elected species are held withdrawn. Accordingly, claims 8-10 
are hereby withdrawn. 

Should applicant, in response to this rejection of the Markush-type claim, 
overcome the rejection through amendment, the amended Markush-type claim will be 
reexamined to the extent necessary to determine patentability of the Markush-type 
claim. See MPEP § 803.02. 

Claim Objections 

2. Claim 6 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. Claim 6 recites intended 
use language that does not limit the structure of the composition-of-matter/product 
claim. 

As the MPEP clearly states in 2106: 

"For products, the claim limitations will define discrete physical structures or 
materials." 

"Language that suggests or makes optional but does not require steps to be 
performed or does not limit a claim to a particular structure does not limit the 
scope of a claim or claim limitation. The following are examples of language that 
may raise a question as to the limiting effect of the language in a claim: 
(A) statements of intended use or field of use, ..." 

As the above makes clear, claim construction requires identifying the "discrete physical 

structures or materials" of a product and the indended use does not limit the scope of 

the claim. See MPEP §2106. A compound "for use in the method for the therapeutic 



Application/Control Number: 10/593,460 



Page 4 



Art Unit: 1626 

treatment of the human or animal body" does not impose any discernable structural 
limitation to the "compound." 



3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

4. Claims 1-7 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Goeschke et al. (CAPLUS Abstract Accession Number 1995:995373 (of patent family 
including EP 678503). 

The reference teaches the following compound: 



Which anticipates the claims when: R1 is naphthalene substituted by a methylpropoxy 
group; R2 is Ethyl; R3 is H; R4 is methyl; R5 is butyl; X is -CH2-. 

Claim Rejections - 35 USC § 112 
5. The following is a quotation of the first paragraph of 35 U.S.C. 112: 



The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 



Ciaim Rejections - 35 USC § 102 




OPr-n 
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6. Claims 1-7 are rejected under 35 U.S.C. 112, first paragraph, because the 

specification does not reasonably provide enablement for the asserted utility of the 

entirety of the claim scope. The specification does not enable any person skilled in the 

art to which it pertains, or with which it is most nearly connected, to use the invention 

commensurate in scope with these claims. 

Particularly relevant to the instant case is the issue as to whether the 

specification provides embodiments allowing use of the claimed invention without 

requiring undue experimentation by one of ordinary skill in view of the highly 

unpredictable nature of inhibiting enzymes. 

"[An inventor] must not be permitted to achieve . . . dominance by claims which 
are insufficiently supported and hence not in compliance with the first paragraph 
of 35 U.S.C. 112. That paragraph requires that the scope of the claims must bear 
a reasonable correlation to the scope of enablement provided by the specification 
to persons of ordinary skill in the art. In cases involving predictable factors, such 
as mechanical or electrical elements, a single embodiment provides broad 
enablement in the sense that, once imagined, other embodiments can be made 
without difficulty and their performance characteristics predicted by resort to 
known scientific laws. In cases involving unpredictable factors, such as most 
chemical reactions and physiological activity, the scope of enablement obviously 
varies inversely with the degree of unpredictability of the factors involved." In re 
Fisher, 427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 1970). 



Accordingly, the critical element here how broad the claims are compared to the level of 

unpredictability in the art. 

The test of enablement is whether one skilled in the art could make and use the 
claimed invention from the disclosures in the specification coupled with information 
known in the art without undue experimentation {United States v. Telectronics, 8 
USPQ2d 1217 (Fed. Cir. 1988)). Whether undue experimentation is needed is not 
based upon a single factor but rather is a conclusion reached by weighing many factors. 
These factors were outlined in Ex parte Forman, 230 USPQ 546 (Bd. Pat. App. & Int. 
1986) and again in In re Wands, 8 USPQ2d 1400 (Fed. Cir. 1988) and include the 
following: 
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Nature of Invention . The nature of the invention involves pharmaceutical compounds 
for inhibiting enzymes. 

Scope of the Invention . The scope of the invention is for a genus of compounds with in 
excess of billions of species. 

State of the Art and Level of Skill in the Art. Although the level of skill in the art is very 
high, inhibiting enzymes is a very unpredictable art. Kubinyi (3D QSAR in Drug Design: 
Ligand-Protein Interactions and Molecular Similarity, Vol 2-3, Springer, 1998, 800 
pages) teaches that very slight perturbations in the structure of an inhibitor (such as the 
addition of a methyl group or inversion of a chiral center, see p. 243) can have radical 
effects on the binding of an inhibitor. 

Number of Working Examples and Guidance Provided bv Applicant. The applicant 

provides no working examples. Applicant has included references to numerous 

examples of experiments and tests which do not clearly delineating those which have 

actually been conducted. MPEP § 608.01 (p) states: 

Simulated or predicted test results and prophetical examples (paper examples) 
are permitted in patent applications. Working examples correspond to work 
actually performed and may describe tests which have actually been conducted 
and results that were achieved. Paper examples describe the manner and 
process of making an embodiment of the invention which has not actually been 
conducted. Paper examples should not be represented as work actually done. 
No results should be represented as actual results unless they have actually 
been achieved. Paper examples should not be described using the past tense. 
Hoffman-La Roche, Inc. v. Promega Corp., 323 F.3d 1354, 1367, 66 USPQ2d 
1385, 1394 (Fed. Cir. 2003). 

The examiner requests the applicant to clarify for the record which experiments and 

tests were actually performed and the particular compounds used. 
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Unpredictability of the Art and Amount of Experimentation. The art of using 
pliarmaceuticals to inliibit enzymes is higlily unpredictable as described by Kubinyi. In 
nearly every case, the skilled artisan could not predict a pr/o/7 whether a given 
pharmaceutical would inhibit an enzyme. When small variations in structure such as the 
addition of a methyl group has radical effects on the binding of an inhibitor, without 
specific guidance or correlations indicating how the structure of species affects its ability 
to inhibit an enzyme the scope of enablement is constrained to compounds showing 
substantial similarity to those actually demonstrated to be useful. Furthermore, there 
would be a huge amount of undue experimentation required in order to synthesize and 
screen the billions of compounds within the claimed scope. 

Considering the above factors, the claims are clearly not enabled for the full 
scope of the compounds claimed. The examiner recommends either amending the 
claim scope to only those compounds closely resembling the compounds actually tested 
and disclosed in the specification or provide additional data and/or structural 
correlations to guide one of ordinary skill in the art to compounds possessing the 
asserted utility. 

Double Patenting 

7. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.Sd 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
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1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

8. Claims 1-7 are provisionally rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 12-20, and 22-23 of copending 
Application No. 1 1/992132. Although the conflicting claims are not identical, they are 
not patentably distinct from each other because the claims in the '132 application is for 
subject matter substantially overlapping in scope with the instant claims. The difference 
between the claims is only the specific alternatives of the same base general formula 
(as claimed in '132): 



OH H 




One of ordinary skill in the art would find the two applications to be for patentably 
indistinct subject matter because the examples provided and the alternatives of the 
variables R1-R5 are so similar that there would be a reasonable expectation that the 
two products would operate similarly. 
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This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Conclusion 
The claims are not in condition for allowance. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert Havlin whose telephone number is (571) 272- 
9066. The examiner can normally be reached on Mon. - Fri., 7:30am-5pm EST. 

If attempts to reach the examiner by telephone are unsuccessful the examiner's 
supervisor, Joe McKane can be reached at (571) 272-0699. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Robert Havlin/ 
Examiner, Art Unit 1626 



